Rapid HIV Testing - Technology Comparison

OraQuick ADVANCE ™ Clearview OraSure Oral Specimen

DESCRIPTION Rapid HIV 1/2 Antibody Test|  HIV 1/2 STAT-PAK ™ Collection Device
Www.orasure.com www.invernessmedicalpd.com www.orasure.com

COMPLEXITY
CLIA Waived oral fluid, whole blood whole blood n.a.
CLIA Moderate plasma plasma, serum n.a.
FDA Approved 2003 2007 1994
PERFORMANCE CHARACTERISTICS
HIV strain detected HIV-1&HIV-2 HIV-1&HIV-2 HIV -1
Recommended location use clinic / outreach clinic / outreach (limited) clinic / outreach
Control kit - operating temperature 35°F to 80°F 64°F to 86°F n.a.
Test kit - operating temperature 59°F to 99°F 64°F to 86°F 39°F to 98°F
Specimen introduction to test device swab, loop loop swab
After specimen collection time to introduce up to 10 minutes immediate n.a.
Test run time 20 minutes 15 minutes n.a.
Results ready (after run time) After 20 & before 40 minutes After 15 & before 20 minutes n.a.
SHELF LIFE
Control kit - shelf life (open) 1 1/2 months (8 weeks) 24 months (104 weeks) n.a.
Control kit - shelf life (unopened) 12 months 24 months n.a.
Test kit - shelf life 6 months 24 months 12 months

STORAGE

Test kit - storage temperature

35°F to 80°F

46°F to 86°F

39°F to 98°F

Control kit - storage temperature 35°F to 46°F 36°F to 46°F n.a.
COST

Control kit reagents $25 $50 n.a.
Test kit $15 - $19 $8 $6
Lab processing - ELISA (includes WB) n.a. n.a. $15
Ancillary supplies when collecting blood $0.50+ $0.50+ n.a.
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